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1 Introduction

This document presents the user guide for the Office of Pollution Prevention and (OFXiE)
Risk EvaluatiorRule application submission process. This document is the user guide for the
Primary Authorized Official (AO) of th&isk EvaluatiorRule application.

TheRisk EvaluatiorRuleapplication is the electronic, wdiased tool providedytthe United
States Environmental Protection Agency (EPA) for the submisdiRmsk Evaluatiordataand
responses to FR Noticess a Primary AO, you can create, modify, and/or submit a
ManufactureRisk Evaluatiorrequest EPA Initiated Risk Evaluatiomnd an Initial Response

You can also pay invoices and receive EPA communicatitms.can also deletequest and
responsesubmit a Withdrawal Requestieate amendments, and download the Copy of Record
(CoR).

For questions concerning the Toxic SubsenControl Act (TSCARisk Evaluatiorsoftware
requirements, please contact the Central Data Exchange (CDX) Help Desk at
helpdesk@epacdx.net call 1-888-890-1995 between the hours of 8 ad pm Eastern
Standad Time (EST).
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2 System Requirements

To use theRisk EvaluatiorRuleapplication to submit Risk Evaluatiorrequestthe following

are required:

1 An email account
1 JavaScript enabled web browser
{ Internet access
1 Adobe Acrobat Reader 5.0 or higher
1 CDX usernane and password
2.1  Supported Browsers

One of the following supported browsers is required to access the Risk Evaluation Rule

application:

1 Vendor supported versions of Internet Explorer (IE) or Edge

Go to the following link to download:

https://support.micro§bcom/enrus/help/17621/internatxplorerdownloads

1 Vendor supported versions of Mozilla Firefox
Go to the following link to download:
https://www.mozilla.org/erty S/firefox/new/

1 Vendor supported versions of Safari

Go to the following link to download:
https://support.apple.com/downloads/

1 Vendor supported versions of Google Chrome
Go to the following link to download:

http://www.google.com/chrome
2.2  Screen Resolution

Screen resolution should be set to 10248 @r greater.

Risk Evaluation Rule User Guide
Primary Authorized Official
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3 Primary Authorized Official (AO) Functions
This section describes how to:

1 Access the application

fNavigate the Risk Evaluation O6Homed6 screen
1 Assign Supports to complete a form

7 Start and complete the Risk Evaluatrequest

{ Startand complet&PAS kitiated Risk Evaluation

{ Start and complete the Withdrawal Request

1 Start and complete an Initial Response

1 Download a Copy of Record

1 Create an amendment

The Primary AO is responsible for the submission of Risk EvaluagiguestsAs a Primary

AO, you can create a new form. You are also responsible for submitting amendments, unlocking
submissions, and deleting forms. You can assign Supports (or other authorized individuals) to
edit and complete a form on your behalf.

You can save the form at any pothiring the data entry process. The save functionality allows
you to return to that same form at any point in the fuiidelitionally, a PDF version of the
form can be previewed at any point.

Risk Evaluation Rule User Guide January 16, 2020
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Exhibit 3-1 displaysa table of the user role capabilities within the Risk Evaludiiole
application

Exhibit 3-1 Risk Evaluation User Roles Matrix

\@
?b c,"(e: -
@\ d:‘g ‘«'l’dl
& o7 & X
\si \al )
& & &
& & &
Legend < <q Q
K=Can Perform Function @b
S\ S
Q@i&* S
5.0 %Qé‘ o
6@6 (\‘Eb i) &
& &ﬁ" {\@éﬁp
X ¥ ¥
us non-US (US non-US us non-US
Risk Evaluation & Response Forms
Create all original main forms X X X X
Submit original main forms X
Submit amendments (by editing the main forms) X X
Unlock all forms X X
Edit unlocked forms X X X
Delete forms X X X X
Assign Supports X X
Recieve EPA Communications X X X X X X
Pay Invoices X X X X X X
Withdrawal Request
Create all original main forms X X X X
Submit ariginal main forms X
Submit amendments (by editing the main forms) X X
Unlock all main forms X X
Edit unlocked main forms X X X X
Delete forms X X X X
Assign Supports X X
3.1 Log into Risk Evaluation Application
After you create an accountinCDX,cclk t he OPri mary Authorized O
Chemical Safety and Pesticide Programs (CSPP

.
)

|l nformati on Submission Systemd screen.

Risk Evaluation Rule User Guide January 16, 2020
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Exhibit3-2showsa s creen captur a maft itome Su®hnsaeesa aln
(Scroll 1)

Exhibit 3-2 Chemical Information Submission System Screen (Scroll 1)

4. Logged in as: Jane Doe, Primary Authorized Official

Log Out

CHEMICAL INFORMATION SUBMISSION SYSTEM

TSCA Risk Evaluation Rule -

OK

The Toxic Substances Control Act as amended by the Frank R. Lautenberg Chemical Safety for the 21st Century Act (TSCA)
requires EPA conduct risk evaluations on existing chemicals to determine if the chemical presents an unreasonable risk to
health or the environment, under the conditions of use. While EPA ultimately determines which chemicals undergo evaluation,
TSCA does allow manufacturers, of a given chemical or category of chemicals, to request EPA conduct a risk evaluation on the
chemical or category. Requests for an EPA-conducted risk evaluation will be considered following the completion of this CDX
form.

EPA risk evaluations are required o be conducted on chemicals under their conditions of use, so the requesting manufacturer
(s) must request the condition(s) of use for which the risk evaluation be conducted, with the understanding that EPA may
determine other uses are necessary to consider in the risk evaluation. Conditions of use, as defined by TSCA, are the
circumstances "under which a chemical substance is intended, known, or reasonably foreseen to be manufactured, processed,
distributed in commerce, used or disposed of."

The requester must provide a list of all the necessary existing information that is relevant to whether the chemical substance,
under the condition(s) of use identified the manufacturer(s), presents an unreasonable risk of injury to health or the
environment, that will allow the Agency to complete the risk evaluation. The list must be accompanied by an explanation as to
why such information is adequate to permit EPA to complete a risk evaluation addressing the circumstances identified by the
manufacturer(s). The request does not need to include copies of the information; citations are sufficient, if the information is
publicly available. The request must include or reference all the information on the health and environmental hazard(s), human
and environmental exposure(s), and exposed population(s) relevant to the conditions of use identified in the request. At a
minimum, this must include all the following as relevant to the circumstances identified:

+ The chemical substance's hazard and exposure potential;

- The chemical substance's persistence and bioaccumulation;

- Potentially exposed or susceptible subpopulations which the manufacturer(s) believes is relevant to the EPA risk
evaluation;

- Whether there is any storage of the chemical substance near significant sources of drinking water, including the storage
facility location and the nearby drinking water source(s);

« The chemical substance's production volume or significant changes in production volume; and

« Any other information relevant to the potential risks of the chemical substance under the circumstances identified in the
request.

Risk Evaluation Rule User Guide January 16, 2020
Primary Authorized Official 5
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Exhibit3-3s hows a screen capturre SUbrmihes iscedne 3y sctad md
(Scroll 2)

Exhibit 3-3 Chemical Information Submission System Screen (Scroll 2)

ed in as: Jane Doe, Primary Authorized Official

Log Out

minimum, this must include all the following as relevant to the circumstances identified:

» The chemical substance's hazard and exposure potential;

» The chemical substance's persistence and bicaccumulation;

» Potentially exposed or susceptible subpopulations which the manufacturer(s) believes is relevant to the EPA risk
evaluation;

- Whether there is any storage of the chemical substance near significant sources of drinking water, including the storage

facility location and the nearby drinking water source(s);

The chemical substance's production volume or significant changes in production volume; and

= Any other information relevant to the potential risks of the chemical substance under the circumstances identified in the
request.

The request must include a commitment to provide to EPA any referenced information upon request. The request may also
include any information that will inform EPA's determination as to whether restrictions imposed by one or more States have the
potential to have a significant impact on interstate commerce or health or the environment and that as a consequence, the
request is entitled fo be preferentially considered for a risk evaluation.

Paperwork Reduction Act Notice

Request for Risk Evaluation: Responses to this collection of information are voluntary but must comply with EPA's procedural
requirements in order to be eligible for EPA consideration (40 CFR 702). This collection of information is approved by OMB
under the Paperwork Reduction Act, 44 U.S.C. 3501 et seq. (OMB Control No. 2070-0202; EPA ICR No. 2559). The annual
public reporting and recordkeeping burden for this collection of information is estimated to average 96 hours per response.

TSCA User Fee Payment: Responses to this collection of information are mandatory {40 CFR 700.45). This collection of
information is approved by OMB under the Paperwork Reduction Act, 44 U.S.C. 3501 et seq. (OMB Control No. 2070-0208;
EPA ICR No. 2569). The annual public reporting and recordkeeping burden for this collection of information is estimated to
range between 5 and 10 minutes per response.

Burden is defined in 5 CFR 1320.3(b). An agency may not conduct or sponsor, and a person is not required to, respond to a
collection of information unless it displays a currently valid OMB control number. You may send comments regarding the EPA's
need for this information, the accuracy of the provided burden estimates, and any suggested methods for minimizing
respondent burden, including through the use of automated collection techniques to the Director, Collection Strategies Division,
U.3. Environmental Protection Agency (2822T), 1200 Pennsylvania Ave., NW, Washington, D.C. 20460. Please include the
OMB Control No. in any correspondence. Send only comments fo this address.

A

Navigaton:To access the Risk Evaluation OHomed scr
from the submission type drapo wn menu and click the O060OKG&6 butt
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3.2  Risk Evaluation Home Screen Navigation

You can access the Risk Evaluation OHomed scr
from the submission type drapo wn menu on t mat 6oGhe®ubami sbknbaor
screen and clicking the O00KO6 button.

TheRisk Evaluatordo Home 6 scr een i s tRiskEvaluattomgplicatianrite e n  wi t
di spl ays t RequestOrResponsed NeWws ef ul Resources, 6 and
sedions and displays a |ink to the O6User Managem

There is a ten (10) minute logout timer for this application; the application will automatically log
you out after ten minutes of inactivity and navigate you back to the CDX login screen.

7 Create New Requestor ResponseC|l i ck t he O6Created button to
Passpbcrearise 6create the form sel-doohmedu. f rom t he
fUseful ResourcesCl i ck the | inks within the &6Usef ul R
1 Submission History: Modify or delete &isk Evaluatiorrequestu si ng t he 06 Submi s
Hi stsectiogz0 For additional det ai lestimppleaserefertohe 06 S|
Section3.3.

fUser Management.Cl i ck t he OUsernbManggemenhdodt henkUsbe
Management® screen. You can manage the acces
6User Managementé6 screen. For additional det

to Section3.4.
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Exhibit3-4s hows a screen capturesceén: t he Ri sk Eval uc:

Exhibit 3-4 Risk Evaluation Home Screen

HOME USER MANAGEMENT A Jane Doe, Jane's npany (Primary Authorized Officialy

TSCA Risk Evaluation

Create New Request or Response Submission History
Create a Risk Evaluation Request or Response to an EPA
Request
a show 10 [w] entries Search:

Initial Response: Select this form type if you are manufacturerfimporter
required to respond to a preliminary list published by EPA in the Federal o
Register. Please note that consortium leaders who are not a Aol . === TR )
manufacturer/importer do not need to submit this form. NS 12| R T DIIE=T 2EE e Acace
EPA Initiated Risk Evaluation: Select this form type if you are EIRE- EPA Initiaied Risk In x
manufacturer/importer and/or consortium leader responding to the finalized 20191212- Evaluation Progress
Risk Evaluation Request published by EPA in the Federal Register. 10:58:25
Manufacturer Requested Risk Evaluation: Sclect this form type to begin IR-20181217-  Initial Response n x
creating a request for EPA o conduct a Risk Evaluation on the chemical(s) 115428 Progress
you manufacture/import.
Withdrawal Request: Select this form type fo begin creating a request for MRRE- Manufacturer In x
withdrawal of an EPA Initiated Risk Evaluation or Manufacturer Requested 20191216~ Requested Risk Progress
Risk Evaluation. Please note that you may withdraw your request at any 16:09:00 Evaluation
time after the request is made, and within 30 days of receiving EPA's . § "
notification that the request is granted VR Withdrawal In

20191219- Request Progress
Please select the appropriate form type and click the 'Create’ button. 12:58:15

EPA Initiated Risk Evaluation ™ Create ExportOptions: | XML | CSV | PDF | Excel
Previous - Next

Useful Resources

- Risk Evaluation User Guide

- Risk Evaluation Rule

+ Risk Evaluations for Existing Chemicals under TSCA
» TSCA Risk Evaluation Guidance

Raise a Bug CDX Links = CDX Helpdesk: (888) 890-199%

3.3 Submission History

Only one Risk Evaluatiorequests created per form alias, which helps differentiate between
for ms. Each col umn within teotencanbddoredbyf t he 06S
clicking the individual column headers.

Start New Form: To create a neWPA Initiated Risk Evaluation, Indl Response,

Manufacturer Requested Evaluation, or Withdrawal Reqgedsttthe formtypd r om t he O For
Typeddadwmwmpmenu and click the 6Created button.
that will be associated with that particular form. Makeedo create a passphrase that you will

remember, as it cannot be retrieved or reset. Refeed¢tion3.5for further instructions on

creating a passphrase.

Edit an 061 n Homodify ansexdstinRisSloBvatuationrequest cl i ck t he O6Fq
Aliasdé |ink for a form with a status of o6l n P
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associated with that particular form to access and edit the form. It is possible for more than one
user to modify a form simultaneousi € user that <c¢clicks the O6Save:d
changes saved.

Amend a submitted form: To edit an already submittd&isk Evaluatiorreques{i.e., to create

an amendment), you must first unl odk itchhen part
under the O0Actiond column. You wil/ be requir
particular submission to gain access and continue amending the submission. All further changes
that are made will be submitted as an amendment. ReSaction13 for further instructions on

creating an amendment.

Pay aninvoiceeTo pay an invoice for a Risk Evaluati or
($) to begin the process of amraesmwiceng t he 06Cop

The 06Sub mi stabledisplaysithesfdllawmng/fiélds and columns of information:

7 Show Entries:Select avaluef r om t h e édéwntmeniu & sp@cifydtie mymber of
entries that display on the current page.

9 Search: Enter serch criteria to filter the submissiemwi t hi n t he 6éSubmi ssi on

1 Form Alias: Displays the form alias of Risk Evaluatiorrequest Click the form alias link to
navigate to the OEnter Peagquegphrased page and

7 Form Type: Displaysé E PitiatedRiskEvaluatio® ¢ | ni t i a | Vdhefactorern s e 6
Request ed,dadoaNi u entdiraamwéa |l Request . 0

1 Case Number:Displays the case number of a completed submissitre following format:
<IR-YY -XXXX>, <EIRE-YY -XXXX>, and <MRRE-YY -XXXX>.  TYi¥érepoesents the
calendawyear in which theequesivas submi tted, and the &6XXXX0
which therequestvas receivedEachsubmitted requegienerates a single case number.

1 Submission Date:Displays the date that a formas/ successfully submitted to EPA via
CDX. This date populates only after tlegjueshas been submitted.

{ Status: Displays the status ofRisk Evaluatiomreques{e.g.,6 | n Pr ogress, 6 O6Sub
0 Comp,6éeQoendp I Awaidt i ng Paymeriftadment 6 Rempel eedd

fAction:Cl i ck t he O6Copd) otfo Reacvoirgdadt ei ctoon t(he OEnt e
continue to the 6Copy of Recordd screen. The
request has been completéd. i ¢ k t h en (¢)DoedElete an iprogressequest

Cl i ck t he gt antokk@equesformn afnendment. Threquestremains

unl ocked and wil | dils)prdtildaherequdsie restibimittéddoythee d 6 i c o
AO.Cl ick the red é$bn ptao da clcnevsosi ctehbe i6c@omp y( of R
fee, when applicable The o6Unpaid I nvoicesd6 icon displ a)

invoice. After a user pays the invoice, the icon disappears.
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T Export Options: Cl i ck t he O6XML, 6 Ooht®Vtp downdoRddHe, 6 or 0 E»
60Submission Historyd table as an . xml, . CSV,

fPrevious:Cl i ck the OPreviousd button to navigate
displayed (if applicable).

fNext:Cl i ck t he tondegate tdo thebsubseguem set of submissions (if applicable).
Exhibit 3-5 showsa screen capture of the Risk EvaluatiSnu b mi s s i osectioHi st or y 0

Exhibit 3-5 Risk Evaluation Submission History Section

HOME USER MANAGEMENT A& Jane Doe, TEST ORGAN DN LLC (Pamary Auth

TSCA Risk Evaluation

Create New Request or Response Submission History

Create a Risk Evaluation Request or Response to an EPA Request

Initial Response: Select this form type if you are manufacturer/importer required to Show| 10 [v| entries Search:
respond to a preliminary list published by EPA in the Federal Register. Please note
that consortium leaders who are not a manufacturerfimporter do not need to submit

this form . Case Submission
Form Alias 1= Form Type Number Date Status Action
EPA Initiated Risk Evaluatien: Select this form type if you are
manufacturer/importer and/or consertium leader responding to the finalized Risk RER- Manufacturer MRRE-17- 071972017 In Progress 3 =
Ewvaluation Request published by EPA in the Federal Register. 20170608~ Requested Risk 0053
. ) ) ) 16:14:24 Evaluation
Risk Select this form type to begin creating a
request for EPA to conduct a Risk Evaluation on the chemical(s) you RER- Manufacturer Processing s
manufacture/import 20170823 Requested Risk
Withdrawal Request: Select this form type to begin creating a request for 11:37:06 Evaluation
withdrawal of an EPA Initiated Risk Evaluation or Manufacturer Requested Risk
Ewvaluation. Please note that you may withdraw your request at any time after the (RiEe VEMCEETET MEEESIT T CEn R * i)
request is made, and within 30 days of receiving EPA's notification that the request is AT = (R RISR @7
granted 09:47:09 Evaluation
Please select the appropriate form type and click the 'Create’ button. RER- Manufacturer MRRE-18- 09/07/2018 Completed - E
20180907- Requested Risk 0183 Awating h
EPA Initiated Risk Evaluation v Create 104816 Evaluation Payment
RER- Manufacturer MRRE-18- 09/19/2018 Completed - 3 [
20180919~ Requested Risk 0215 Payment
Useful Resources 16:18:15 Evaluation Received
. Risk Evaluation User Guide RER- Manufacturer MRRE-18- 10/25/2018 Completed - E3 =] $ &
. Risk Evaluation Rule 20181024- Requested Risk 0256 Awaiting
- Risk ions for Existing Chemicals under TSCA 14:10:08 Evaluation Payment
- TSCA Risk Evaluation Guidance
RER- Manufacturer MRRE-18- 10/25/2018 In Progress * &
20181025- Requested Risk 0257
11:51:53 Evaluation
RER- Manufacturer In Progress x
20181105- Requested Risk
10:32:09 Evaluation
WR-20171109-  Withdrawal Request In Progress x

RaiseaBug  CDXLinks = X Helpdesk: (888) 890-1995

Navigation:Cl i ck t he O6User Managemento6é | ink to acce
assignPrimarySupports or Primary Agents/Consultants (if applicable).

3.4  User Management

You can access t he dyUscelri cMa nnagg et niheen t 60U ssecrr eMeann abg
application header oftiti sk Eval uation 6éHomed screen
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On the 6User Management & s c rassggngne of maerichagyv e t he
Supports or Primary Agents/Consultants to have accessdifynany of the Risk Evaluation
requestsou have created.

Form Alias: A form alias is unavailable in this drafpwn menu until one has been created.

Select a form alias from the drajown menu to begin assigning Supports or Primary
Agents/Consultants.@he a f orm alias has been selected, t
update to display only the Supports or Primary Agents/Consultants who have identified you as

their AO during CDX registration, or a user you have specified that is able to submit on your

behalf.

Form Information: This field displays information pertaining to the form selected from the
O0For m Al-downsngnudr op

Form Alias: Displays the form alias thatRisk Evaluatiorrequesis given.

Assign Supports:This box shows all the Suppods Primary Agents/Consultants you can
assigrun-assignto complete &isk Evaluationrequesfor the form alias selected. To move
support persons from the 6Unassigneddé group b
individual or multiple Support(s)d@r i mary Agent (s)/ Consultant(s)
button.

1 Unassigned:This box/field contains the registered Support(s) and/or Primary
Agent(s)/Consultant(s) associated with the AO who can potentially be assigned to access and
edit the selecteteques To move support persons from the G
OAssigneddé group box, highlight an individua
>>0 button. To highlight multiple support pe
keyboard whileclicking each Support and/or Primary Agent/Consultant. To highlight
multiple consecutive support persons, hold down the <Shift> key on your keyboard while
clicking the first and last Support and/or Primary Agent/Consultant in the list.

1 Assigned:This boxfield contains the registered Support(s) and/or Primary
Agent(s)/Consultant(s) given permission, by the AO, to access and edit the selqut=d
This group box shows all support persons assigned to compldRésthEvaluatiorrequest
for a single formalias. To move Supports and/or Primary Agents/Consultants from the
OAssignedd group box to the dédUnassignedbd gro
persons and click the 60<< Removed button To
the <@rl> key on your keyboard while clicking each Support and/or Primary
Agent/Consultant. To highlight multiple consecutive support persons, hold down the <Shift>
key on your keyboard while clicking the first and last Support and/or Primary
Agent/Consultantn the list.

1 Add >>: Click the button to move selected Supports and/or Primary Agents/Consultants
from the 6Unassignedéd box to the 6Assignedé6

Risk Evaluation Rule User Guide January 16, 2020
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1 << Remove:Click the button to move selected Supports and/or Primary Agents/Consultants
from the &Adi grhed® Unassi gnedd box.

1 Save:Click thebutton to save the selection.
Exhibit3-6s hows a screen capturs@eerof the O0User Manaq

Exhibit 3-6 User Management Screen

HOME USER MANAGEMENT

User Management

The Authorized Official is responsible for restricting a Support's access to select forms by assigning or un-assigning them. The Suppert can access and edit only
those forms for which the Authorized Official has granted access. Select a specific form from the Form 1D drop-down menu and assign a Support to the form by
highlighting the individual and clicking the Add button. To un-assign a Support, highlight the individual and click the Remove button. To highlight and assign or
un-assign multiple Supports, hold down the Ctrl or Shift keys on the keyboard and click each Support before moving. You must click the Save button after each
assignment

Form
Alias:

Form Information

Form Alias:

Assign Supports

Unassigned Assigned
Add B

4 Remove

Raise a Bug CDX Links CDX Helpdesk: (888) 890-1995

Navigation:Cl i ck té el iorHo mMeocat ed within theRiskpplica:
Evaluation6 Home 6 scr een.

3.5 Create Passphrase

To start a neviRequest or Responseelectt EPA I ni ti at e@ ®&Ii ikt ifwvlal Read p
AManufacturer Requestdtialuationbor O Wi t hdr dwalm RédeudFtod m Type:
down menu, and cl i ckRiskBvaeluatio®rHeoanteed skrutetecan t @n nta
the 60Create Passphrased6 screen,asswedatechat al | ows
passphrase with your newly createdquest

The application uses the passphrase as an encryption key to protect the contenésjoédte
You are responsible for remembering the passphrase and distributing it to the appropriate
individuals.
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If you lose or forget your passphrase, you will not be able to access your Risk Evaluation Form
to print, submit, or make changes. You will need to complete a new Risk Evaluation Form and
create a new passphrase for the form. For security reasersystiem administrator will not

have access to your passphrase and will not be able to retrieve it or reset it.

1 New PassphraseEnter a passphrase that is between 8 to 20 characters. For maximum
security, your passphrase should contain a combinationefdend numbers. Your
passphrase should not contain special characters (for examplegnd *). As a Primary
user, you are responsible for remembering your passphrase and distributing it to only
authorized individuals. The passphrase is used as aypénorkey to protect the contents of
the form data.

7 Confirm PassphraseeEnt er t he same passphrase that was
field. The same passphrase may be associated with multiple forms. The user can choose to
have the same passphr&seall forms. Supports do not have the ability to start a new form
or create a passphrase for a form.

Exhibit3-7s hows a screen captumseeemf the O0Create Pactc
Exhibit 3-7 Create Passphrase Screen

HOME USER MANAGEMENT Jane Doe, S ATION LLC (Primary Authorized Official)

TSCA Risk Evaluation

New Passphrase

Confirm Passphrase

A You are responsible for remembering your
passphrase!

If you lose or forget your passphrase, you will not be able to access your
Risk Evaluation Form fo print, submit, or make changes. You will need to
complete a new Risk Evaluation Form and create a new passphrase for
the form. For security reasons, the system administrator will not have
access to your passphrase and will not be able to retrieve it or reset it.

‘ Cancel

Raise a Bug CDX Links « ‘CDX Helpdesk: (888) 890-1995
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Navigation: For a newEPA Initiated Risk Evaluation, Initial Response, Manufacturer Requested
Evaluation, or Withdrawal Request e at e a passphrase and click t
navigate to the 6Contactd screen.

3.6  Enter Passphrase

To edit a for
Progress. 6 Th
with therequest

m, k t he redquesvsint Al aasd atuskof
e r

clic
OEnt e Passphrased screen requ
1 Form Alias: Displays the formlgas that is used to identify threquest

1 Enter PassphraseEnter the same passphrase that was used to originally creedeulest
For security reasons, the system administrator does not have access to the passphrase and
cannot retrieve it or resettih a new one. If a user has forgotten the passphrase, iegeest
will need to be created with a new passphrase.

Exhibit3-8s hows a screen captuscreenof the OEnter Pas:
Exhibit 3-8 Enter Passphrase Screen

HOME USER MANAGEMENT

TSCA Risk Evaluation RER-20170821-16:00:15
Enter Passphrase
Form Alias

RER-20170821-16:00:15

Enter Passphrase

A You are responsible for remembering your
passphrase!

If you lose or forget your passphrase, you will not be able to access your
Risk Evaluation Form to print, submit, or make changes. You will need to
complete a new Risk Evaluation Form and create a new passphrase for
the form. For security reasons, the system administrator will not have
access 10 your passphrase and will not be able to refrieve It or reset it.

Raise a Bug CDX Links « ‘CDX Helpdesk: (888) 890-1995
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Navigation: Enter the passphrase that you originally created and associated weéhubstaind
click the 6Continued butt onMandactarer RequesiRisk t o t h
Evaluationform.

3.7 Action Bar

The action bar is located at ttog andbottom of the form on each screen. You can perform the
following functions using the action bar:

fHome:Cl i ck the OHomedé | ink to navigate to the
7 User ID: Click the user ID link in the top rightand corner to log out of the application.

The following exhibits Exhibit 3-9, Exhibit 3-10, Exhibit 3-11, andExhibit 3-12 show screen
captures for the action bar:

fSave:Cl i ck t he 06Saved | i nRisk&valuatiomgquesto sagegheof com
form. To generate and access links to other pages oégoestvithin the navigatiorheadey
youmustclick he o6Savedé | ink within the action bar.
receive a message indicating that all data entered me¢joesthas been saved successfully.
The save function does not val i déaNeex tabn yb uetnttoe
on a form to save the data entered withiequest Cl i ck t he &6 Xd6 -button i

hand corner of the form in your browser to closerdtpieswithout saving.
Exhibit 3-9 Action Bar i Save

M save B Preview « \alidate 2 Submit

fPreview:Cl i ck t he OPreviegpuést | Afntken oy ou ewli ieawk tthlee
you will be given the option to view a regular version of the PDF(s) or a sanitized version of
the PDF(s). Choosing either option wjkneratea watrmarked PDIEontainingeach
chemical substance identified within trezjuest Refer toSection5 for more information on
previewing arequest
Exhibit 3-10 Action Bar i Preview

M save B Preview « \alidate 2 Submit

fVvalidate:Cl i ck t he o6Vali dat ed |RiskkvaluatioreguestA st age ¢
0TS RiBkEvaluatiod wi ndow generates when you click
thepopup bl ocker within yT®OARIsk Evalaiorih egup pr ows er .
window displays a report of all warning messadreser toSection9 for more information
on validating aequest
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Exhibit 3-11 Action Bar i Validate

M save B Preview « \alidate (2 Submit

fSubmit: CI i ck t he 06 Sub RiskEbaludtioneduestfter camplétingial a
sections of &isk Evaluatiomrequest Af t er you cl| i c kupmdssaged Sub mi t
displays to confirm the submission process. idgpiestalidates during the submissi
process and displays any applicable warning or error messages. R&detiom9 for further
instructions on validation errors. You can continue with the submission process only after
clearing all validation errors. Uponaessful submission of tliequestthe application
generates and sends an email indicating the successful submissioregiigsto the

submitter 6s e mé&ectionldfdrdnore isfsrmatidR ernf sebmittihg&isk
Evaluationrequest

Exhibit 3-12 Action Bar T Submit

M save B Preview « \alidate 2 Submit

fCDXLinks: Cl i ck any of the O6CDX Links,® |l ocated
60 CDX L i ndowndmernlyabany stage of completingisk Evaluatiorrequest

Click the O0CDX Homepaged | ink to naviga
o Click the O0MyCDX Homepaged | ink to navi
o Click the OEPA Homepa@bomhephge.nk t o navi ga
o Click the O6Ter mstonravigdte t€théX Termoands 6 | i nk

Condition$screen.

o Click the O6Privacy N&DXPrivadyandBetlityt o navi
Noticedscreen.

Exhibit3-13s hows a screen captbunk& of the action bar
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Exhibit 3-13 CDX Links

CDX Homepage
MyCDX Homepage
EFPA Homepage
Terms and Conditions

Privacy Notice

Raise a Bug CDX Links « CDX Helpdesk: (888) 890-1995
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4 Chemical Substance Risk Evaluation Request

The purpose daheRisk Evaluatiorrequesis to determine whether a chemical substance
presents an unreasonable risk to health or the environametey the conditions of use, including
an unreasonable risk to a relevant potentially exposed cgdilde subpopulatiorJsers can
complete the request to solicit a Risk Evaluatiorttierr manufactureg¢hemical(s)

Each risk evaluation request mustiude a list of all the existing information that is relevant to
whether the chemical substance, under the conditions of use identified by the manufacturer,
presents an unreasonable risk of injury to health or the environment. The request does not need
toinclude copies of the information; citations are sufficient, if the information is publicly
available The request must include or reference all available information on health and
environmental hazard(s) of the chemical substance, human and envirorerpogalre(s), and
exposed population(s), as relevant to the conditions of use identified in the request

At a minimum this information must include: hazard and exposure potential, persistence and
bioaccumulation, potentially exposed or susceptible subatpus the requestor believes to be
relevant, whether there is any storage of the chemical substance near significant sources of
drinking water (this could include a storage facility), production volume or significant changes to
production volume, and armother information relevant to the potential risks of the chemical
substance.

4.1 Create a Manufacturer Requested Risk Evaluation

To create a new Risk Evaluatioequest navi gate to the Risk Evalua
s e | Manufactdrer Requested Evaliead f r om t he OGdoamrmenulReferaod dr op
Section3.2f or additional details regarding the Ri sl

Refer toSection3.5for additional details regding the passphrase creation process.
4.2  Contact

You can navigate to the 6Contactd screen by c
passphrase, or by accessing a Risk Evaluagiquest hat i s 6l n Progressd ar
passphrase associatediwtihe selectedequest

T he O ©smdnarovides fields to input identifying information for a technical contact. You

wi || have the option t o as sreéqgestA anigue Subrissiors s i o n
alias is helpful when a user or cpany has multipleequestand/or when you must differentiate
betweerrequests o t he hel p desk. Upon navigat-ing to t

generates a default alias comprised of a form type, date stamp, and time stamp in the following
format <Form TypeYYYYMMDD -HH:MM:SS>.

1 Submission Alias:Enter the submission alias. Upon navigating to the screen, the application
displays an autgenerated editable submission alias in the following format: <Form-Type
YYYYMMDD -HH:MM:SS>. This is a requiretleld.
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fN/A:Sel ect the 6N/ A6 radio button to indicate
the reporting organizatiokelecing this radio button generté he O Fees Certi fi c

1 This is a submission on behalf of a consortiunfSelectthed Thi s i s a submi ssi
of a consortiunmo indicate that the request is submitted on behalf of a consortium.isglect
this radio button genertée he o6 Submi tting on Behalf of Cons

fCB:Check the O0CBI 6 c he mformatian a$ confidehtia.i m t he coni
TCopy fromCDX:Cl i ck the O0Copy from CDX6 I|ink to co
1 First Name: Enter the first name of the contact. This is a required field.

1 Last Name: Enter the last name of the contact. This is a reqtiedtl

1 Position: Enter the job title of the contact.

1 Company Name:Enter the company name of the contact. This is a required field.

1 Additional Companies: Enter an additional company in this field, if applicable.

1 Add: Click thebutton toadd the companentryi nt o t he O6Addi ti onal Com

1 Additional Company Name: Displays the additional company name(s) associatttthe
contact

fAction: Cl i ck t he ®&)Doerdmeve aridditioraloccompdny name.

1 Phone Number:Enter the phone number of the contact. This is a required field.

1 Phone Number ExtensionEnter the extension to the phone number, if applicable.

1 Email Address: Enter the email address of the contact.

1 Mailing Address 1: Enter the mailing address of the contact. This is a required field.

1 Mailing Address 2: Enter the second line of the mailing address of the cqnttagtplicable

1 City: Enter the city of the mailing address of the confalis is a reqired field.

1 State: Select the state of the mailing address of the contact. This is a requiradfieldé Uni t e d

A

Statesd is identified as the country

1 Postal Code:Enter the postal code of the mailing address of the contact. This is a required
field.

7 Country: Select the country of thmailing address of the contact from the ddmgavn menu.
SelectinganoS country generates t hibisigdaUaguireded St at
field.
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Exhibit4-1shows ascreenpa ur e of s$creenSaoCbhnt act 6
Exhibit 4-1 Contact Screen (Scroll 1)

HOME USER MANAGEMENT

TSCA Risk Evaluation RER-20181031-09:30:37

m Chemical Substance Document Upload Fees Certification Submitting Official Information Certification
or Category

Contact

~ Submission Alias

RER-20181031-09:30:37

O NiA

O This is a submission on behalf of a consortium

[1 csBl

Copy From CDX

= First Name
+ Last Name
Position

* Company Name

M Save « Vvalidate B Preview (2 Submit Raise a Bug CDX Links = CDX Helpdesk: (888) 890-1995

Risk Evaluation Rule User Guide January 16, 2020
Primary Authorized Official 20



CDXs

Exhibit4-2s hows a scr een c aceenbeal2of t he o6Contact 6
Exhibit 4-2 Contact Screen (Scroll 2)

HOME USER MANAGEMENT X Jane Doe, Jane's Company (Primary Authorized Official

Additional Companies

If the contact identified on this page represents more than one company, enter
additional company names below. Please note that listing company names in
this field does not constitute a consortium submission

Add

Additional Company Name I Action

No additional companies found

= Phone Number

Phone Number Extension

= Email Address

M save « Validate B Preview (& Submit Raise a Bug CDX Links ~ CDX Helpdesk: (888) 890-1995

Risk Evaluation Rule User Guide January 16, 2020
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Exhibit4-3showsa screen capture (Serdll3xt he 6 Contactd scre
Exhibit 4-3 Contact Screen (Scroll 3)

HOME USER MANAGEMENT

Phone Number Extension

*~ Email Address

=~ Mailing Address 1

Mailing Address 2

« city
= State
Please select a state ™
~ Postal Code
+  Country
United Stales ™

M Save « Vvalidate B Preview (2 Submit Raise a Bug CDX Links = CDX Helpdesk: (888) 890-199¢

Navigation:Cl i ck t he o6Continued button to navigate
screenf a U.S. contact is identifiednd the request is submitted on behalf of the reporting

organizationC|l i ck t he O0Cmontniavieg@tleutttoon he &6Submitti.
Consortiumd screen i f the r equYewscanalssaccessb mi tt e
this screen by clicking tdare ®&@Ehkkmitctailln fudrst Benl
Con s orlinkjraspeétivel, wi t hin the navigation header. CIli
navigate to t he sobebhiiadnoreJd. cBrtaet ts eentifiddgYou darbalso

access this screen by clicking the 6U.S. Agen
Risk Evaluation Rule User Guide January 16, 2020
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4.3  Submitting on Behalf of Consortium

You can nabvupmi ¢etiogtbe 8ehalf of Consorti umb
submi ssion on behalf ard aclcionlkiond ituhmed & @Gan toi bt

A

6Contactd screen.

T h &ubiitting on BehalffoConsortiundscreen provides fields to capture consortium

information and individual consortium memherse user populating the form is identified as a
consortium member by default wupon navigating
page. A mininmm of two consortium members is required.

1 Consortium Name: Enter the name of the consortium. This is a required field.
fConsortiumCBl: Check t he 6CBI 6 cohsertuknlbsocanfidersial cl ai m t h

71 Add Consortium Member: Cl i ck t he O6Add r@ohudrntoirammoMgmme r
additional set o€onsortium input fieldsAt least two (2) consortium members are required to
be identified.

1 First Name: Enter the first name of thmnsortium membeiThis is a required field.
7 Last Name: Enter the last name dfi¢ consortium membeiThis is a required field.
1 Position: Enter the job title of theonsortium member

1 Company Name:Enter the company name of tbensortium membeiThis is a required
field.

1 Phone Number:Enter the phone number of thensortium memlre This is a required field.
1 Phone Number ExtensionEnter the extension to the phone number, if applicable.
1 Email Address: Enter the email address of tbensortium membeiThis is a required field.

1 Mailing Address 1: Enter the mailing address of tbensortium memberThis is a required
field.

1 Mailing Address 2: Enter the second line of the mailing address ottresortium member
if applicable.

1 City: Enter the city of the mailing address of tumsortium membeiThis is a required
field.

{ State: Sdect the state of the mailing address of¢basortium membeiThis is a required
field.

1 Postal Code:Enter the postal code of the mailing address ottmesortium membeiThis is
a required field.

1 Country: Select the country of the mailing addresshef consortium member. This is a
required field.

Risk Evaluation Rule User Guide January 16, 2020
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1 My company is a "small business concern" as defined under 40 CFR 700.43¢lect the
radio button to indicate that the consortium is a small business concern. A fee certification
statement is required to kBelected.

1 My company is not a "small business concern" as defined under 40 CFR 700.43elect
the radio button to indicate that the consortium member does not represent a small business
concern. A fee céfication statement is required to be selected.

Exhibit4-114s hows a s cr e eSobmitiagmoih Behad of Gdnsottiine s 6 r een ( Sct
1):

Exhibit 4-4 Submitting on Behalf of Consortium Screen (Scroll 1)

HOME USER MANAGEMENT

TSCA Risk Evaluation RER-20181031-09:30:37

Contact Submitting on Chemical Substance Document Submitting Official Certification
Behalf of or Category Upload Information
Consortium

Submitting on Behalf of Consortium

~ Consortium Name

Consortium CBI O

A business concern selection must be made for each member of the consortium.

The business concern selection is an un-editable choice for previously identified consortium members within an amendment.

Add Consortium Member

¥ Jane Doe, TEST ORGANIZATION LLC x

= First Name

Jane

+ Last Name

Doe

Position

+ Company Name

TEST ORGANIZATION LLC

M save  Validate B Preview (2 Submit Raise a Bug CDX Links = CDX Helpdesk: (888) 890-199%

Risk Evaluation Rule User Guide January 16, 2020
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Exhibit4-125s hows a s cr e eSobmitiagmh Behad of Gdnsottiine s 6 r een ( Sc 1
2):

Exhibit 4-5 Submitting on Behalf of Consortium Screen (Scroll 2)

HOME USER MANAGEMENT

= Phone Number

5555555565

Phone Number Extension

= Email Address

Casey Yeh@cgifederal com

=~ Mailing Address 1

1025 LEESBURG PIKE

Mailing Address 2

< Ccity
FALLS CHURCH

~ State
Virginia v

= Postal Code

22033

«  Country

United States ™

= [Fees Certification

M save +«Validate BIPreview (2 Submit RaiseaBug CDXLinks «  CDX Helpdesk (888) 890-199%

Risk Evaluation Rule User Guide January 16, 2020
Primary Authorized Official 25



CDX§

Exhibit4-6s hows a screen capture of the 6Sub
3):

Exhibit 4-6 Submitting on Behalf of Consortium Screen (Scroll 3)

HOME USER MANAGEMENT

mi

- state
Virginia ﬂ

=~ Postal Code

22033

«  Country

United States ™

= [Fees Certification

As required by 40 CFR 700.45, fees are
applicable to any person who manufactures
(including imports) a chemical substance that is
the subject of a risk evaluation under TSCA
section &(b).

Select the following Fees Certification statement
that applies to the selected consortium member:

2 My company is a "small business concern” as
defined under 40 CFR 700.43.

My company is not a "small business concern” as
defined under 40 CFR 700.43.

*The criteria for & "small business concem” has been changed in the final fees rule. View the
A PDF version of the final fees rule is available at hitps:/fwww.epa.gov/sites/production/f

Cancel Save

finition of a small business concem.
uments/2018-08-27_prepubcopy_tsca-fees-finalrule. pdf.

| Previous ‘ { Continue ]

M save +«Validate BIPreview (2 Submit RaiseaBug  CDXLinks «  CDX Helpdesk (888) 890-199%

Navigation:Cl i ck t he 0 S atheednsohiunt ntembrer inffoomata@lick ehe
6Continuedé button to navigate t dftheteguesbtisChe mi c a
submitted on behalf of the reporting organizatigou can also access this screen by clicking the
6Chemi cakceSobstCategorydé | inkClwiidkitnhd h@&Caormatvii gt

to navigate to t he -10.% coStactishdemifed. §¥ou san al® aacesd this a
Wi

screen by clicking the o0U.S. Agentod | in
4.3.1 Small Business Concern Definition

k

Click the oOView the updated definition of
Business Concer n DBeifdowdisplaysoartable ofthenNdrehvimericarm
Risk Evaluation Rule User Guide January 16, 2020
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CDX§

Industry Classification System (NAICS)daes, NAICS descriptions, and applicable small
business concern size in number of employees.

As noted in the definitionf there are codes that are not listed within the NAICS table, a small
business definition applies to 500 or fewer employees thatp@my Aowns or contr

Risk Evaluation Rule User Guide January 16, 2020
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1):

Exhibit4-7s hows a screen capture of the 6Smal
Exhibit 4-7 Small Business Concern Definition Window (Scroll 1)
Small Business Concern Definition I~
40 CFR 700.43
Small business concern means a manufacturer or processor who meets the size
standards identified in the table below. The number of employees indicates the
maximum allowed for a manufacturer or processor to be considered small. IT the
Morth American Industry Classification System (MNAICS) code of a manufacturer or
processor is not represented in the table below, it will be considered small if it has
500 or fewer employees. When calculating the number of employees, a
manufacturer or processor must include the employees of all of its "parent
companies" and all companies it "owned or controlled,” as defined by 40 CFR
704.3. The number of employees are calculated as the average number of people
employed for each pay period of the business' latest 12 calendar months,
regardless of hours worked or temporary status.
Potentially Affected MNAICS Description Small Business
MNAICS Concern Size
Standards (# of
employees)
324110 Petroleum Refineries 1500 or fewer
325110 Petrochemical 1000 or fewer
Manufacturing
325120 Industrial Gas 1000 or fewer
Manufacturing
325130 Synthetic Dye and 1000 or fewer
Pigment Manufacturing
325180 Other Basic Inorganic 1000 or fewer
Chemical Manufacturing
326193 Ethyl Alcohol 1000 or fewer
IManufacturing -

Risk Evaluation Rule User Guide
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Exhibit4-8s hows a

2):

Exhibit 4-8 Small Business Concern Definition Window (Scroll 2)

325194

325199

325211

325212

325220

325311

325312

325314

325320

325411

325412

325413

SCcreen

Cyclic Crude,
Intermediate, and Gum
and Wood Chemical
IManufacturing

All Other Basic Organic
Chemical Manufacturing

Plastics Material and
Resin Manufacturing

Synthetic Rubber
Manufacturing

Artificial and Synthetic
Fibers and Filaments
IManufacturing

Nitrogenous Fertilizer
Manufacturing

Phosphatic Fertilizer
Manufacturing

Fertilizer (Mixing Only)
Manufacturing

Pesticide and Other
Agricultural Chemical
Manufacturing

Medicinal and Botanical
Manufacturing

Pharmaceutical
Preparation
Manufacturing

InVitro Diagnostic
Substance

capture of

1250 or fewer

1250 or fewer

1250 or fewer

1000 or fewer

1000 or fewer

1000 or fewer

750 or fewer

200 or fewer

1000 or fewer

1000 or fewer

1250 or fewer

1250 or fewer

t

he

6 Small

Risk Evaluation Rule User Guide

Primary Authorized Official

January 16, 2020
29

Busi



CDX&

Exhibit4-9s h o ws
3):

Exhibit 4-9 Small Business Concern Definition Window (Scroll 3)

a

SCcreen

capture of t

he

6 Small

325414

325510

325520

325611

325612

325613

325620

325910

325920

325991

325992

325996

Biological Product
(except Diagnostic)
Manufacturing

Paint and Coating
Manufacturing

Adhesive Manufacturing

Soap and Other
Detergent Manufacturing

Paolish and Other
Sanitation Good
Manufacturing

Surface Active Agent
Manufacturing

Toilet Preparation
iManufacturing

Printing Ink
Man ufal:turing

Explosives
Manufacturing

Custom Compounding of
Purchased Resins

Photographic Film,
Paper, Plate and
Chemical Manufacturing

All Other Miscellaneous
Chemical Product and
Preparation
Manufacturing

1250 or fewer

1000 or fewer

500 or fewer

1000 or fewer

750 or fewer

750 or fewer

1250 or fewer

500 or fewer

750 or fewer

500 or fewer

1500 or fewer

500 or fewer
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